Ambiguous assignment of release data in stability studies.
Release data are often used improperly in stability studies by reproducing the same data and assigning it to each subset of a lot. The proper use of release data in stability studies is explored in this paper. The maximum likelihood solution is determined and compared with multiple imputation and one ad hoc procedure. Maximum likelihood is seen not to lead to a practical solution. One such procedure is found to compare favorably with multiple imputation.